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DETAILED ACTION 

1. Applicants Appeal Brief filed 1/20/2006 is acknowledged. However, upon further 
consideration prosecution is being re-opened by the Examiner. 

Claims 20-35 and 41-45 are pending and under consideration by the Examiner. 

2. The following previous objections and rejections are withdrawn in light of applicants 
arguments filed on 1/20/2006: 

(i) the rejection of claims 20-25 under 35 USC 1 12, first paragraph, for recitation of new 
matter in claim 20; and 

(ii) the rejection of claims 21-30, 34-35, 41-45 under 35 USC 1 12, first paragraph, lack of 
enablement, for the recitation of "capable of; 

3. Applicant's arguments filed on 1/20/2006 have been fully considered and were persuasive 
in part. The issues remaining are restated below. 

4. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claim rejections-35 USC § 112> first paragraph, written description rejection 

5. Claims 41-45 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which has not been described in the specification in such a way as to reasonably convey 
to one skilled in the art that the inventor(s) , at the time the application was filed, had possession 
of the claimed invention. 

This rejection is maintained for reasons of record set forth at pages 3-6 of the previous 
Office action (8/9/2004). 
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Applicants argue that the written description requirement was not designed to 
ensure an exact match of wording between an application and claims supported in that same 
application; instead, it related to ensuring claim support in a previous application. Furthermore, 
Applicants argue that they sought to amend claim 41 to recite conditions of high stringency for 
hybridization as supported by the specification on page 26, line 24 but the amendment was not 
entered. However, contrary to Applicants arguments, Applicants are interpreting this written 
description rejection as a new matter rejection. The issue here is that there is no written 
description in the specification for claims drawn to a genus of oligonucleotides that is defined 
only by "....hybridizing, under conditions of moderate stringency, to a nucleic acid which 
encodes a polypeptide comprising SEQ ID NO:3 or 6". To provide evidence of possession of a 
claimed genus, the specification must provide sufficient distinguishing identifying characteristics 
of the genus. The factors to be considered include disclosure of complete or partial structure, 
physical and/or chemical properties, functional characteristics, structure/function correlation, 
methods of making the claimed product, or any combination thereof. Accordingly, in the absence 
of sufficient recitation of distinguishing identifying characteristics of the oligonucleotide, the 
specification does not provide adequate written description of the claimed genus of 
oligonucleotides. 

With respect to the Examiner not entering the amendment of 12/8/2004, Applicants had 
inserted a limitation in claim 20 for 13 nucleotides drawn to SEQ ID NO: 12, which is not a 
nucleotide but a 1 14 amino acid sequence. Furthermore, the 13 nucleotides inserted in claim 20 
was new matter because it had not been recited in the instant application or supported in a 
previous application. In any case, the recitation of "high stringency" in claim 41 would not have 
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obviated the written description rejection without the specific recitation in the claims of the high 
stringency conditions, for which there should be support and a basis for in the instant 
specification. 

Claim rejections-35 USC § 112, second paragraph 

6. Claims 20-30, 34-35, 41-45 are rejected under 35 U.S.C. 1 12, second paragraph. 

This rejection is maintained for reasons of record set forth at page 6 of the previous 
Office action (8/9/2004). 

Claim 20(c)-(d), lines 3-4, are rejected as vague and indefinite for the recitation of 
"complementary to. . . which encompasses fragments of the complement of SEQ ID NO: 1 and 4 
since the claim does not recite how many nucleotides there are in the complement or the length 
of the complement or the upper limit of the nucleotides in the complement. Furthermore, it is 
unclear whether the claimed nucleic acid of claim 20(c)-(d) is composed of complementary as 
well as non-complementary sequences of SEQ ID NO: 1 or 4. In addition, this limitation 
encompasses any piece of nucleic acid that is the complement of SEQ ID NO: 1 or 4 that is at 
least 12 contiguous nucleotides or 12contiguous nucleotides attached to totally unrelated 
nucleotides. This rejection can only be obviated by reciting "a nucleic acid which is the full 
complement of SEQ ID NO:l or 4". 

Claims 21-29 are rejected as vague and indefinite because they are dependent on claim 20 
which recites that the claimed nucleic acids in the Markush group of claim 20 (a)-(b) consist of 
the nucleic acids consisting of SEQ ID NO: 1 or 4 which nucleotide sequences are 489 base pairs. 
It is unclear how a claimed nucleic acid, which is 489 base pairs in an independent claim, can be 
claimed in a dependent claim to be 12 or 14nucleotides in length. 
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With respect to claims 41-45, Applicants argue that Applicants have previously sought to 
amend claim 41 (12/8/2004) to recite "specifically" hybridizes to the recited nucleic acid and that 
support for this amendment is in the specification at page 27, lines 25-29. However, contrary to 
Applicants arguments, page 27, lines 25-29 recites: 

"Primers for the amplification of a selected sequence should be selected from sequences which 
are highly specific and form stable duplexes with the target sequence. The primers should also be 
non-complementary especially at the 3' end, should not form dimers with themselves or other 
primers, and should not form secondary structures or duplexes with other regions of DNA. In 
general, primers of about 18 to 20 nucleotides are preferred, and may be easily synthesized using 
techniques well known in the art." 

Neither does the specification at page 27, lines 25-29, nor any other part of the specification 
recite "specifically hybridizes" and for this reason the amendment of 12/8/2004 was not entered. 
Furthermore, the issue here is the recitation of "moderate" which is a relative term. In the 
specification, page 10, lines 1-5, moderate stringency conditions have not been defined but 
Applicants have referred to, "for example", the conditions in Sambrook, "which include", "for 
example" overnight hybridization and post-hybridization washes at 55C, 5X SSC , 0.5% SDS. 
Furthermore, the relevant disclosure in Sambrook et al is "essential material" and has not been 
incorporated by reference. See MPEP 2163.07(b), MPEP 608.01(p) and MPEP 2181. 

Claims 30, 34-35 are rejected as vague and indefinite insofar as they depend on claim 20 
for its limitations. 
Claim rejections-35 USC § 102 
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7. Claims 20, 26, 30, 34, 35, are rejected under 35 U.S.C. 102(b) as being anticipated by 
Smith et al. (1991). 

This rejection is maintained for reasons of record set forth at page 7 of the previous 
Office action (8/9/2004) and pages 4-5 of the previous Office action (3/31/2004). 

Applicants argue that the oligonucleotide of Smith comprising the sequence 
ATGAGAATTTCGA would not specifically bind to a polynucleotide bound by the nucleic acids 
recited in claim 20 and would be outside the scope of the claims. Applicants also argue that 
Appellants therefore sought to amend claim 20 to recite "at least 14 contiguous nucleotides" and 
to add the proviso that the claimed nucleic acid is not ATGAGAATTTCGA. Appellants submit 
that this amendment, which was not entered based on the Examiner's conclusion that it is new 
matter (Advisory Action, December 21, 2005), does not raise an issue of new matter, because 
under the written description guidelines of Capon v. Eshhar, the claims need not re-describe 
what is already known. However, contrary to Applicants arguments, Applicants have provided 
no evidence that the identical 12 nucleotides in common in the Smith reference will not 
specifically bind to the complement of SEQ ID NO: 1 . The specific binding of the 100% 
identical nucleotides 1-13 of SEQ ID NO: 1 and ATGAGAATTTCGA of the reference would be 
expected by those of skill in the art. Applicants are reminded that "Argument of counsel cannot 
take the place of evidence lacking in the record" (In re Scarbrough, 182 USPQ 298, 302 (CCPA 
1974)). 

According to Kennell (1971), on page 261, lines 3-6, the minimum size for a stable 
complex is 10 to 20 nucleotides. Claim 20 recites "specifically binding" but not "stable 
complex". However, the 12 nucleotides of the reference will bind with specificity and stability 
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because the 12 nucleotides of the reference are perfectly complementary to nucleotides 1-13 of 
SEQ IDNO:l. 

The limitation "complementary to SEQ ID NO:l" in claims 20(c) encompass any piece 
of nucleic acid that is a complement of SEQ ID NO: 1 that is at least 12 contiguous nucleotides 
attached to totally unrelated sequence. Applicants have recited "specific binding" for antibodies 
in the specification (abstract, line 3; page 24, line 1) but not defined this term for nucleic acid 
binding. In addition, in the absence of such a definition the term encompasses binding to 12 
contiguous nucleotides of the complement of SEQ ID NO: 1 specifically and anything else non- 
specifically. 

Furthermore, Applicants are misinterpreting and misquoting the CAFC's decision in 
Capon v. Eshhar. In Capon the CAFC held that the Board erred in ruling that the 35 USC § 1 12, 
first paragraph, written description requirement, imposes a per se rule requiring recitation in the 
specification of the nucleotide sequence for claimed DNA when that sequence is already known 
in the field. Contrary to Applicants arguments, in the instant case, recitation of the nucleotide 
sequence ATGAGAATTTCGA in claim 20 is new matter because by adding this limitation to 
claim 20 Applicants were attempting to obviate a 35 USC 102(b) rejection by the Examiner. In 
Capon, Applicants did not attempt to obviate a 35 USC 102(b) rejection by adding new matter to 
the claims. 

Therefore, the prior art anticipates claims 20, 30, 34-35. 
Conclusion 

No claim is allowed. 

Claims 20-35, 41-45 are rejected. 
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Advisory Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Prema Mertz whose telephone number is (571) 272-0876. The 
examiner can normally be reached on Monday-Friday from 7:00AM to 3:30PM (Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examinees 
supervisor, Janet Andres, can be reached on (571) 272-0867. 

Official papers filed by fax should be directed to (571) 273-8300. Faxed draft or 
informal communications with the examiner should be directed to (571) 273-0876. 

Information regarding the status of an application may be obtained from the Patent 
application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto. gov . Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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